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Basis of the opinion 
Priority 
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Lack of unity of invention 
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applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 



2. FURTHER ACTION 

InrLn!r """^1 ^p' preliminary examination is made, this opinion will be considered to be a written opinion of the 

A^o 'h"""'^'^ Exammmg Authority ("IPEA") except that this does not apply where the applicant ch^s^ an 

Authority other ban th.s one to be the IPEA and the chosen IPEA has notified the IntemaiLal Bureau Zer Rule 6?^!^,^ 
that wntten opmions of this International Searching Authority will not be so considered, ^ 

If Uiis opinion is. as provided above, considered to be a written opinion of the IPEA. the applicant is invited to submit to the 

ff For^T™^^^^^ "k'" ^PP^^P^'^t amendments, before the expiration ofTmomhs from the dat^^^^^^^ 

of Form PCT/ISA/220 or before the expiration of 22 months from the priority date, whichever expires later. 
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Box No. I Basis of this opinion 



1 . With regard to the language, this opinion has been estabh'shed on the basis of: 
^ the international application in the language in which it was filed 

° rnSSr.::;'.;ir^^^^^^^^^ — ------ p^-poses or 

a. type of material 

□ 

a sequence listing 

□ lable(s) related to the sequence listing 

I 

b. format of material 

□ on paper 

m electronic form 



c. 



3.n 



time of filing/furnishing 

□ contamcd in the international application as filed, 

□ filed together with the international application in electronic form, 
n furnished subsequently to this Authority for the purposes of search. 



or fum shed, d^e required statements that the information in the subsequent or additional copies is ideniical to thai i. he 
application as filed or does not go beyond the application as filed, as appropriate, were fumishrd 



4. Additional comments: 
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Box No. V Reasoned statement under Rule 43 *i:y.l(a)(i) with regard to novelty, inventive step or itidustriaJ 
applicability; citations and explanations supporting such statement 



1. Statement 



Novelty (N) 



Inventive step (IS) 



Industrial applicability (I A) 



2.. Citations and explanations: 
Please See Continuation Sheet 



Claims Please See Continuatton Sheet 



Claims Please See Continuation Sheet 



Claims Please See Continuation Sheet 



Claims Please See Continuation Sheei 



Claims Please See Continuation Sheet 



Claims Please See ContiTiuation Sheet 



.YES 
NO 



.YES 
NO 



.YES 
NO 



L 
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The folJowing defects in the form or contents of the international application have been noted: 
contents SeS:^ ^""^ """^^^ ^""^^ 66.2(a)(iil) as containing the following defect(s) in the form 

In line 2 of claim 84, - - said - - should be inserted before "ring" 

The recitation "removal/activator device", in line 2 of claim 88. should read - - removal or activator device - 



or 
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. . 63 and ste':^ inSS ^orlhSorg Sn^^^ ^"'^^ '"<''«^> «^ '"'"'^ ""^^ ''^ ^ 

a Dortion "^''h "".r '"PP"-^ «"« > Of c'a™ 63 is unclear because a section is 

a portion of an apparatus and no, a structure .n .tse f. therefore the section of an apparatus may include the second material. 

insertion imo .L/lt™,^ inner section" and 'outer section-, in lines 2 and 3 of claim 83, in which the inner section is capable of 
oute^ s^t on " ' " " " ™y ^'''P"^ and an 
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V.]. Reasoned Statements: 

The opinion as to Novelty was positive (Yes)with respect to claints 5. 1 2. 1 5. 1 8. 34-48. 55-58. 63. 65. 68-69. 73 82 89-90 
TT,e^o™astoNoveIty was negative (No) with respect to claims 1-4.6-11. 13-14. 16-17. 1 9-33. 49:5^55^"^ 66-67 70-72. 74- 

TTie opinion as 10 Inventive Step was positive (Yes)with respect to claims 5. 12, 15,1 8. 65 68-69 73 82 89 90 

^^iTsulyst " negau-ve(NO) with respect to claims 1-4. 6-11. 13-14. 16-17. li33:f9lS 59:62:64 66%7 70- 

The opinion as to Industrial Applicability was positive (YES) with tespeci to claims 1-90 
The opinion as to Industrial Applicability was negaliveflMO) with respect to claims NONE 

V. 2. Citations and Explanations: 

McUughlS:^^. Jul 548397^)'' '' '' """^"^ """^^ ''^ "^^^'^ "^^^ « "-8 anticipated by 

McLaughlin et al- teaches an apparatus (10. 1 10. 210) for treating urinary iiwominence. comprising- 
a support section (2, 1 02. 202) that is flexible and is adapted for providing urethral support- 

an fn«r?m fn T, ^t' ^"^^ T ^«'*>'"S °f ^^^'d apparatus (as described i^ lines 50-57 of column 4); 
an '"sert (12 1 12. 212). a portion of which is adapted to be positioned proximal to said support section (2 102 202V 
a cover (4. 1 04. 204) that substantially encapsulates said apparatus fas seen in Fieures I A ■mCsMnt^.ilZ'. a 
to movement by the insert (12. 1 12. 21 2) and therefore can be consrr^p^rt of t^e supp^, s^^ 

, «^„nrt Am» r ^'^^ "If' f the apparatus from a first stable position wherein the device is insertablc and removable lo 
a second stable position wherein the device provides support to the urethra (as described in lines 5-9 and lines 42 47 of column sf 

wherein said apparatus (10. 110. 210) is nexible(as described in lines 12-15 of column 5) (as seen in FiBur« m 2B f, H in. 

(I0.l.0.2?0r" '"^''''''''''^"'"'"''' '■'•'"'^"''P^^ 

.«ti«n 'i^-' ^\ ^^'J P^^"* P'^""^ ^^i*" ="PP°" causing expansion of said support 

M of ^u'l 7)f ^ " '^'^ ""'""'^ ""^"y *" '^'Sures 1 B. 2B. 38. 5A and 5B) (as descr* J in?°,es 1 0- 

«m«,r. .^rno-y^T^"" "'"•'^ u 'T" ! ^ •''^"^ ^^^'"^y defonnation of the elastic portion provides pressure to exnand said 
support section (202) (as seen in the alternative embodiment in Figure 3B)- >- y (Jtwurc lo expand said 

wherein said support swtion (2, 102. 202) is comprised of at leas"i one support arm (2. 1 02. 202) shaped like a lube- 
alten,a.ive"erd?„::;.rP%^J^^^^^^^^ -east a supporting pro^sion (215) and a loc.ingprLsL (218;;at;en in the 

wherein said apparatus (10. 1 10, 210) is inserted so that pressure is applied internally to provide mid-ureihral support. 

(US 65583^5 """^"y ""'^^^ '''^ ^''"^'^ 33(2) as being anticipated by Moser 

Moser teaches an apparatus for treating urinary incontinence comprisine- 
a sunnort section (W,^ - 
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apparatus; 



Supplemental Box 

In case the space In any of the preceding boxes is not sufficient, 
and is considered to be a support arm; 

an anchoring section (opposite end to support section) which inherently resists movement of said apparatus- 
a removal device (84) (as described in lines 3-6 of column 9); 

a cover (70) that substantially encapsulates said apparatus (as described in lines 14- 19 of column 7)- 
exhibit. fi«?™l!l„^f entire device is iiiserted and is therefore considered to be an insert (72) comprising a f.Rt material (54) which ' 
!^nd ^ ' 'f^' " (5^^ '"'^'""8 "P a 'ensile element or resilient support member, wherein the 

P'oP^rries including elasticity and nexibiliiy. wherein the insert selectWely expands saTd 
support section (as seen m Figures 3-5) (as described in lines 50-54 and 59-64 of column 4; lines 39-45 of column 6) 

IT' "«''*"'.<54) is a fibrous material and is layered with the second material (52), the combination of which is 
elastic and flexible .n order to provide comfort and support during movemem of the user (as described in lines 50-64 orcol°mr4) 

to said sup^SrtlSw S '° ^^^"^ '° P-'^-- -PPO" 

4 and 8); ^^'^ """^ ""^ ^^^^ ""^ ""'^ « ^een in Figures I . 

„ Z^^,f" of *e insert (72) are different sizes and are rolled or folded together such that they are considered to 

be geometncaliy mterlock.ng elements (as described in lines 33-14 of column 5 and lines 10-38 of column 6) (aL seen^n FiguS- n ) f 

wherein the second material (52) or resilient support member biases the support section away from a cemral axis (Y) of said 
wherein the layers of said insert are a plurality ofcomponents removably fitted together. 

Claims 51-54. S9-60 and 64 lack novelty under PCX Article 33(2) as being anticipated by Johnson (US 42 1 230 1 > 
Johnson teaches an apparatus capable of being used to treat urinary incontinence, comprising 

a central node ( 1 6) that is a rolled sheet or flexible membrane (as seen in Figures I and 2) and is considered a bi stable 
convonent as it provides structures to prevent movement in an x and y direction; and considered a bi-siable 

in lines 24-3^^X2'^^'^ """^ ^""^ °" < ' ^> ^'^"'^ ' ' > (as described 

a second sL^'lT^StfriYSI-i^^^^ '''''' """^"^ " "''^'^'"^ ^'-"S'"^ ^PP--- 

wherein the apparahis has said first stable position wherein the apparatus is external to the user and said second stable oosiimn 

wherein the apparatus is internal to the.user and said protrusions are expanded to render support 
wherein the plurality of protrusions or arms is a support section. 

Claims 66-67 and 70-71 lack novelty under PCX Article 33(2) as being anticipated by Zunker (US 6478726 B I ) 
Zunker teaches an apparatus capable of being used to treat urinary incontinence, comprising- 
a connector (66) (as described by an alternative embodiment in lines 62-66 of column J2)- and 
a plurality of scrolling sections; 

wherein said connec tor is nexible as it is made of flexible material (as described in lines 55-60 of column 8)- 
wherein said plurality of scrolling sections means two sections as there are two scrolled ends as well as two different scrolled materials 

Hu^lTeL^^s'^;^^^^^^^^ S r.£rr/a'5ntltSS^^^^^ ^002/0,38035 A I). 

an enclosure (14) for containing said vaginal device (18); and 

a lubricaiing element located exiemally of said enclosure (as described in paragraphs [0046], [0047J and [00571)- 
wherein said lubr.catmg element ,s a layer of lubricant applied to said enclosure which is revealed when a cover to said device 
and therefore to said layer is removed (as described in lines 1-5 of paragraph [0058]) " 



Claims 72 and 75 lack novelty under PCT Article 33(2) as being anticipated by Arnould (US 2003/0149392 A 1) 

Amould leaches an apparatus ( I ) for inserting a vaginal do-ice (6), comprising: 

an enclosure (2) for containing said vaginal device (6); 

a lubricating element (12) located externally of said enclosure (2) 

Figures I -^'r^SbSXt™^^^ ^n^ Kj? ^'"^^ '''' * 

Claims 78-81 lack novelty under PCT Article 33(2) as being anticipated by LeMay et al. (US 2004/0199100 AD 
LcMay ct al. teachra an apparatus capable of extending the shelf life of a vaginall insertable device, comprising 
n^tfo^^^ 2"'.!!;'?' of « a first portion (16) of said device and vaginal insertion" '^ 

partially ^S^^ " ' ^"^^ ''''"^ P»^"°" C^) « at leas. 

Wherein saifl srcrinn (??) is a fIf i Krd f nrlns.trr ih^r is narrower a. on. .n^ >h,n .b> r.. ,„ , 
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.«.„m„ Jl!'*'*'".*'"' (22) 'S provided with a plurality of sloU (34) between petals (30). the slots being sized and numbered to 
accommodate said second portion (12) of said device (as described in lines 5 1-58 of column 2) (as seen in Figures 2 and ^y""' 

Sandeis (US4^80«' """^"^ """'^ ^ "^^^ ^ ''"'"^ anticipated by 

Sanders teaches an apparatus for motivating a vaginally insertable device, comprising: 
an outer section (26. 126) or plunger, adapted for insertion into an applicator or enclosure (110)- 
an inner section (140, 150) or insert, capable of coaxial insertion into and movement within said outer section (26 1 26) 
whrn ""^ ^ 34a). whereiri said nng (134a) is located on said outer section (26. 1 26) such that friction is created by the ring( 1 14) 
^orS^ 6~e' ratllT " '""-'^ '"^ -r-'-™ ^ "n- 63- 

(as seen int^ut^S a^^^SSS Z^^^l.^^iZT'' ^"'^"""'^ ^''''^ ^--"^ '^^^ 
wiierein said insert is atuched to a removal device (42. 142) (as described in lines 1 7-24 of column 9). 

Claim 5 meets the criteria set out in PCT Article 33(2H3). because the prior art does not teach or fairly suggest an apparatus for treating 

sSi"„H?HT"f V**?''"''"?;'' '"^^"""^ ^'^P^ '° ^ positioned p^oxiralto ^d support ^ 
section and that selectively provides at least support to said support section wherein said insert is an o-ring. 

u^Z^ L"^^ In* P"** "«« 0' '"'"r'y ^"ggss. an apparatus for 
treating unnary incontineiKe. compnsing: a support section, an anchoring section, an insert adapted to be p^lioned oroxirnal o said 
support secuon and that selectively provides at least support to said support section wherein said insert is ZT^tru^^rm. 

Claim 1 5 meets the criteria set out in PCT Article 33(2M3). because the pnor art does not teach or fairly suagest an aooaratus for 
treating unna,^ incommence. comprising: a support section, an anchoring section, an insert adap^Jd tobe Sncd Prox to s,iH 

Z'st/r '^T '"""'^"^ ^"P'*" therein said Insert is a^re^niem Tpo , ,1X1 
that biases at least said support section towards a central axis of said apparatus. i"cninei 

Z^JZl ^ ""^"^ ^ 33(2H3), because the prior art does not teach or fairly suggest an appamtus for 
seating unnary mcontinence. comprising: a support secUon. an anchoring section, an insert adapted to be po^tionei prox7I! to said 

:r Ta? iSarr ::^tST^?S^^^^ -PP- -'on and l^^^l^s^cL 

Claims 34-40 meet the criteria set out in PCT Article 33(2)-(3). because the prior art does not teach or fairiy sueeest an aooaratus for 
e.^ '"rr'^ ':T'"'"r- '=°"'P"^'"e= a support section, an anchoring s«tion. at least one expai^Se pSd e^s^one 
expander connected to said apparatus an elastic member that passes through said at least one expander node and^a rVmo^ble saTew 
catch provided to an expanded end of said elastic member which prevents expanded end from passing throughVaid t^e Inander 
node, wherein said elastic member is substantially unstretched. B saio aiieast one expander 

Claims 4 1 -48 meet the criteria set out in PCT Article 33(2H3), because Uie prior art does not teach or fairly suggest an aoDaialus for 
U-eating unnary incontinence, comprising a support section, an anchoring section, a first groove, and an e JtS SsS on an 

"sra;"pS',L """" ""8 P^-"" compression f:«es to^'T«s?a^^^^^^^^ 

C^ims 55.58 meets the criteria set out in PCT Article 33(2)-(3), because the prior art does not teach or fairly suggest an aooanitus for 
wating unna^ incontinence compnsing a support section having a plurality of support anns. a removal devfce"^d a bi-sttblT 
componen that is a locking element or a nng slidable on an exterior of said apparatus from a first groove to a s;rond^ove wherein the 
Waratus is movable from a first stable position associated with said fust groove to a second stablf position Ls^ufed'^^hh saW^^^^^^^^^^ 

Claim 63 meets criteria set out in PCT Article 33(2)-(3). because the prior art does not teach or fairly suggest an aooaratus for 
treating unnary inconunence compris ng a support section and an insert comprising a first material which exhibits nS^'^S 
properties and at least a second material which exhibits second material properties, wherein said insert exoands ^ „Z« „ ^ 
wherein said second material is more rigid than the support section. '"^ 

Claim 65 meets the ciiieria set out in PCT Article 33(2)-(3), because the prior art does not teach or fairly suggest an apparatus for 
U^eanj« urt„.|ry incontmence coiTipnsing a centnU node that is a rolled sheet, a plurality of support protrusions locat^ on said node and a 
Erolled " " "^^ ""^ " 'arger diameter on one endln the other end 

Ciflinw 68 and 69 meei fhi^ crileria set oiitJaPCT Article 330wt^ h^..„. a . 
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treating urinary inconiinencc comprising a connector and a plurality of scrolling sections wherein said scrolling sections are provided 
with a plurality of protrusions for rendering urethral support or anchoring- 

Claim 73 meets the criteria set out in PCT Article 33(2K3). because the prior an does not teach or fairly suggest an apparatus for 
inserting a vaginal device comprising an enclosure and a lubricating element located externally of said enclosure, wherein said 
lubncatmg element is a ring located around a circumference of said enclosure. 

Claim 82 meets the criteria set out in PCT Article 33(2)-(3), because the prior art does not teach or fairly suggest an apparatus 
compnsing an enclosure adapted for receipt of at least a first portion of a vaginally insertable device and vaginal insertion, and a section 
adapted for receipt of at least a second portion of said device such that said second portion is at least partially expanded, wherein ihc 
apparatus further comprises a slidable sleeve located externally of said enclosure for repositioning said second portion of said device 
pnor to insertion of said device into a user. 

Claims 89 and 90 meet the criteria set out in PCT Article 33(2)-(3), because the prior art does not teach or fairly suggest a collapsible 
apparatus for insertmg a vaginal device comprising an enclosure and a plunder adapted to coaxially first within said enclosure an insert 
provided to said vaginal device, wherein said insert is attached to a removal/activator device; wherein said removal/aciivaior device is 
removably latched to the plunger and wherein movement of the plunger out of the enclosure moves said insert at least partially throueh 
the vaginal device. j b 
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These Notes are intended to give the basic instructions concerning the filing of amendments under Article 1 9. The 
Notes are based on the requirements of the Patent Cooperation Treaty, the Regulations and the Administrative Instructions 
under that Treaty. In case of discrepancy between these Notes and those requirements, the latter are applicable. For more 
detailed information, see also the PCT Applicant's Guide, a publication of WIPO. 

In these Notes, "Article," "Rule" and "Section" refer to the provisions of the PCT, the PCT Regulations and the PCT 
Administrative Instructions, respectively. 



INSTRUCTIONS CONCERNING AMENDMENTS UNDER ARTICLE J 9 



The applicant has, after having received the international search report and the written opinion of the International 
Searching Authority, one opportunity to amend the claims of the international application. It should however be emphasized 
that, since all parts of the international application (claims, description and drawings) may be amended during the 
international preliminary examination procedure, there is usually no need to file amendments of the claims under Article 19 
except where, e.g. the applicant wants the latter to be pubh'shed for the purposes of provisional protection or has another 
reason for amending the claims before international publication. Furthermore, it should be emphasized that provisional 
protection is available in some States only (see PCT Applicant's Guide, Volume I/A, Annexes Bl and B2). 

The attention of the applicant is drawn to the fact that amendments to the claims under Article 1 9 are not allowed where 
the International Searching Authority has declared, under Article 17(2), that no international search report would be 
established (see PCT Applicant's Guide^ Volume I/A, paragraph 296), 

What parts of the international application may be amended ? 

Under Article 19, only the claims may be amended. 

During the international phase, the claims may also be amended (or further amended) under Aiticle 34 before the 
International Preliminary Examining Authority. The description and drawings may only be amended under 
Article 34 before the International Preliminary Examining Authority. 

Upon entry into the national phase, all parts of the international application may be amended under Article 28 or, 
where applicable. Article 41. 



When 7 Within 2 months from the date of transmittal of the international search report or 1 6 months firom the priority date, 
whichever time limit expires later. It should be noted, however, that the amendments will be considered as having 
been received on time if they are received by the International Bureau after the expiration of the applicable time 
limit but before the completion of the technical preparations for international publication (Rule 46.1). 



Where not to file the amendments ? 

The amendments may only be filed with the International Bureau and not with the receiving Office or the 
International Searching Authority (Rule 46.2). 

Where a demand for international preliminary examination has been/is filed, see below. 



How ? Either by cancelling one or more entire claims, by adding one or more new claims or by amending the text of one 
or more of the claims as filed. 

A replacement sheet must be submitted for each sheet of the claims which, on account of an amendment or 
anoendments, differs from the sheet originally filed. 

All the claims appearing on a replacement sheet must be numbered in Arabic numerals. Where a claim is 
cancelled, no renumbering of the other claims is required. In all cases where claims are renumbered, they must be 
renumbered consecutively (Section 205(b)). 

The amendments must be made in the language in which the International application Is to be published. 

What documents must/may accompany the amendments ? 
Letter (Section 205(b)): 

The amendments must be submitted with a letter. 

The letter will not be published with the international application and the amended claims. It should not be 
confused with the "Statement under Article 19(1)" (see below, under "Statement under Article 19(1)"). 

The letter must be In English or French* at the choice of the applicant. However, if the language of the 
international application is Engllsli, the letter must be in English; if the language of the international 
application is French, the letter must be in French. 
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